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Product quality and safety

• embecta maintains a Quality Management System (QMS) with ISO 13485 certification (detailed on next page, along with embecta Quality 

Policy).

• The embecta Quality organization has procedures in place that direct the cross-functional assessment of product risks to patients through the 

design, manufacturing, and other lifecycle processes as appropriate for the product. Processes are in place throughout the manufacturing cycle 

to ensure adulterated product is not released. Post-market procedures exist to detect issues associated with released product, whether 

originating in the design or manufacturing process or via post-distribution alteration (e.g. counterfeit).

• Programs to assess and manage risks associated with potential inclusion of harmful chemicals have been developed  

• Procedures are in place to properly qualify, audit, and monitor the performance of suppliers against quality standards established for these 

suppliers’ materials. embecta’s Expectations for Suppliers (EFS) establishes expectations for all suppliers with respect to governance, 

environmental stewardship, ethical practices and social responsibility. 

• Regulatory, Quality and Sustainability organizations have procedures to assess regulatory requirements for our products in the markets where 

we have active distribution. Processes include surveillance of regulatory changes through a variety of channels, including industry group 

memberships. A standards management process exists to establish and maintain currency of standards for our products in the markets where 

we have active distribution. 

• Quality processes and procedures are subject to an internal audit program, as well as audits (planned and unannounced) from regulatory 

agencies associated with the regions where we distribute our products. 

• Associates involved in the design, manufacture, release, and post-market monitoring of product receive Quality training to ensure that they 

perform their functions in a manner that demonstrates compliance with all applicable regulations and standards.

https://investors.embecta.com/static-files/03c9b2d9-9d4c-4ec3-bfd6-47cd52730f3c
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